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LASER LIGHT SHOW, DISPLAY, [cocker numeen
OR DEVICE
NOTE: No famor light show, projection Bystefn, of gewice ITary vary frafm compliance win 21 CFR 1040.11(c) i deeign or uke wihout e agproval of his
applkanon in accordancs win 21 CFR 10104 Lo A AU
T 7 T INSTRUCTIONS a5 Foom
. ToRan 3. MAll yaur appilaston 1o e Dockals Managamant Branch (riFA ). and
’ :?;:dﬁ:m 303 WP or pritk Drug A:rrmnlmman. Rm 1081, 5830 Fizshars Lane, Rackviie, MD 20852,
2. Submit an ongind and faur (4) capies. 4. Emer gocket numier | agsigned.
1. NANIE OF COMPANY .
se v
2 Y (Fckas a05)( PO Bag o ussd, Nolde SorM! SIregt fOOTS88 8180.)
3716 A%‘;!% w&[% 33” Hoews T 77577
3. NANE AND TITLE QF RESPONSIBLE PE 3 . PHONE NO. {inclus drad codej €. DATE OF SUBMISSION
) L - | v | — 6% 6 Z,
6. THE APPLI REQUESTS THE VARIANCE TI IN EFFE APERICD OF __YEARS FROM THE DATE OF ISSUE. /»

generil, Mo AQANy wit QEEVes & variance for anly two yo/s. o 8 langer pned is roquedted. & nallcanan Must D8 gracned as part of e Bpplioarien.)

7 PRODUCT DESCRIFTION AND USE

= 16T NAME AN/OR MODEL NUMBER(S) FOR THE LASER LGHT SHOW(E) AND PROJECTOR(S)

M:nggﬂﬁyﬁzﬁm _Serial—geansralll
b. PRODUCT FOR WHIC ARIANCE 1S REQUESTED T PRODUCT IS INTENDER TO BE USED AT ANY ONE LOCATION

a r drspidy Cece ] More then 15 days
ﬁ;:mrhrahﬂvlghlm 0 man 5 But ndl mam MAn 15 days
[0 Aalaser light show 55 than § cays
L] Cxhar (Spardy) g TOUR 1S INTENDED TO RuN FOR
c. [ PAOUECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO ore an 6 months
OTHER LASER LIGHT SHOW PRODUCERS O 1-6mantns
o PRODLCT I8 INTENDED FOR USE IN A 3 Less han one manm
Planetarium ot amer doms projaction Suclure O Not applicabie (NoT 8 mDur)
[g.fm:;ar O Omer (Soecty),
Wmum valiroam gr MAassng reom N UTILIZES THE FOLLOWING LASER EFFECTS
E}ﬂﬁ displays Scraan projenons
Enow ar canventian Rear screen projactions
Bfﬁa 2 or g ciJb 5 mopgepne dsplays
on umpie refiaciarvaiaction affems
arena 0 Audience scanning (ASD inciudas Scannifng any Sccassibls
frena aremy)
mfiections from ssafonary mirors or mirrored
Quidoo! unenciogod area surtacos (Besm Mariss)
[0 omer (Sacalfy) O Szanonary Iradiason of rowtng Miror Paik, sic
o. PRODLCT IS INTENDED TO BE USED 1 Scanning iraalation of rowting miror balls, efc.
O nly one (Fixad) Cauon O opuc projscrians
AL 3 variety of (Tour) ocatons E’?’m.orm enhancement
O omer Spacty) [Qfga {Spacty) ja Py
a. LASER RADIATION LEVELS
LABER MEDIUM (A, fio-Neo. or) WAVE LENGTHS (am) PEAK POWER (wun3)

“q57. ?A—'D'-, 4786. 5:(.-47 ¥,
Ao Bary, 5/ S

Argen (A B wlatt 3

"5 TEANY LAGER RADIATION 16 PULBED OR SCANNED. GIVE THE PULBE DURATION AND AATE AND SCANNING FREQUENCY AND AMPLITUDE
These measureMest arc Usually taKen Trow the clojest ce o‘?‘
et A contacst. There — Sl et fe dry human cowtast with F b,

[}
The xX. o) ected LpALrPy will be Tatrs.
0. RE FOR REQUESTING VARIANCE
Complm with e Iimits of 23 CFR 1040-11(C) WO ERING e Niendeq use of the product becauss campliance would

Jimi e cuDUT POWST IH NE 8IBIT Tat Me GBI effects Wouki Nnot be aufflaenny visble
[ Omer or agoiuonal eXpanapon (Specdy).
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1n. I‘W IN WHICH 1T 1S PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE AFPLICABLE STANDARD
" s

 deviae trom me provisions of 21 CFR 1040.11(c) in tiar e acressibie emission kevel would excead Me
accaanible emmsion e speciiied in 21 CFR 1060.17(c).

3 1118 proposad 1o devigte from the provisions of 21 CFR 1040.11(c) as fallows.

12. ADVANTAGES TO BE DERIVED FROM SLCH DEVIATION

{ight shows and displays 8m acmpied popular medis In smerainmant &nd Me as. Use of powor lovels In axcess
of tne limits impoaed by 21 CFR 1040.11(c) Is hecesaary to achiave e required effecta in theas meaia.

] Gmer or addinonal egvantages (A8S0/IDS and evpisy).

13 EXPLAIN THE ALTERNATE MEANS OF RADIATION FROTECTION TD BE PRQVIDED. (Check as mary baxas 8¢ agply. 1 #om 14 "Remans,
LSily Sny Pases NGt chacked, wSing SAMTon SNeors as necexsary. St any eMer means of radiysion prowcban et wmifl be used )

B | laser products, Syousms, Shows, nd projeciors wil pe cenfied o comply wit 21 CFA 1040.10 amd the conditianz of IS vanance and wiif
bs repaned &s requires by 21 CFR 100210 AND 1002.17 using Me repovting guldes proviaed for aueh pyrpass. These actons will be
acvamplished prior 1 any ¥ToduCian info Commerce.,

b. E’éaas ool spoeMically INGIEAME In tis variancs applicalion Wil NBT Bé performad. No ather sffacta wil be adGed LI an AMOndMant i mas
vzanea has baen abiained and tha reguired reparns or sq:plemmn, as Wm, hiave baon SuJnmged.
[}

ing, PIOIECEON, oF FNBMEEN of 66T BN QOIBLEME! MERSHON (LGN SN0 /ARsvory M0 BURENGe of OMar BoCEGEIDIB UNUNITOAG Sreas
will not be parmired excapt for giffuse refiecions produced by the almasphaers, added aimaspherc scanenng media, and 1amer screens.

u.é’ﬁarmdlaunn Isvels In axcass af he hmils of Clasa | will not bo permfted as any perd less than 3.0 mewrs Above any sutace upon which
persona omer han operalars, perlormers, or SMpIOyLes amme pennited 1o siand or 2.5 nmraba!wwhmapqmﬂmhanamplm
where Such persans are permiped © bo. Operalons, Penommers, and amployess will not be required or aliowsd W vew ragiaian ERove e
umits of Class | or be exposad to radiafian above e Iimits specitisa in 271 CFR 1040.11(c)-

L X E{mpmuuqm reliss on scanning i Mest aceess, SXPORINE, OF PRAOU CIASS (iMIs will Noorporas 3 scanng safeguara System wiich
d SENSES SCANNIET MOTON Bnd Wich Wil réact rast snough 1 praciude mareeding e Rpplicable lmi.

1. VAl laser kgt snows shall be under he direct and personal control of Tained, compaient cperapi(s). The opsrator(s) will:
(1) Be an ampigyes of the varan holder who wil be rsponmble for the Yaining and Me conduct of the operator,
(2) Ba iocalag where all Deam pams can be directly opaarved Al 8l mes; ang

(3) Immediataly arminge s emaexon o KONL show MRalptan in the ewent of any ungale condition; or, far QUKEOr SNEWE, LRGN MBQURET
by any alr gaffic conoot officials.

g. e maximum wser projacior oY power will et exceed the Jovel required 1 abEin Me Intendsd efecs.

n % Prolecuan SysIRm (L., N9 LDy arnd Sil oD Camponanis usod 1o prades e §ghing affacss) | Do S8CurBly mouniea oy
Immerillzed 10 prevemt unimendad movemnan or misaignment. Beam masking wil be providad as an inpenanl part of s SySTalm design
prevert avertiling of acresns, Doam SIops, argms, ek

L Laser projecora will not be delivarsd m any other pany under an agreamen of sale, lease, or loan unlesa and unfli e recipiam demonsliaies
mat they have & varance In effect a1 e Ume of gelivery that permis Miem © produce [aser EGNT shows INCoTporaTng auch prajeator(s).

J E{mman 10 the requiremmants of 21 GFR 1040,10(!.), the manufaciurer of [asef projeckrs/sysiema «fill provide 10 parties who pur- chase,
8358, OF DOMrow T eqUIBMeNL, adequats USrS HTSTLSADITS for safe Insalialion ANC aparAlion WhCh expiin M reSPONERIIAY of the recipiark

88 an independert (IgNt show manuficturer 1o SUBMI N8 BQUINEY rPRMTS 3Nd apply fur and attin 3 varance from CDRH prior o InYoquction
into commares of any aser igh! showa,

K % requirements of 21 CFR 1002.30{a)(1) aha (2) will be ScCOoMpiiznan Mrough Ma Lo of wian procadures for aanp, aflgrunent, t=sting,
and periormancs of eaeh show. Mese procaduras wiil be In sutficient demi 19 ensura campliance with 21 CFR 1040.10, The canditions of Mis
vanance, and me comrml of accass w pglalion 4rsas using e proceduras Jeskrbad i e ANSIZYI 36,7 S1ancard 1or the sale use of aaeTs
(Amarican mm reafuns, 1430 Broxaeay, New Yo, NY 1G018) or any other equevalen: uBer conasnads Sandand and, whem
applicapin, st or iocal requiemants. Laser ragiation aréas wivah can contaln radiarion |evals ebove the imts specified In 21 CFR 1040.11(c)
will be cleany inantfiad by the posting of waming signs and/or rasmaing 8ccess MMugn Phyalca) Meana (LM 43 Jrisswe Snihes. analo
aRY, DOVPers, guands, aka ). TheGe requireivans agpiy [0 Temporary 8reas (Huon 89 aUIing 561 up &nd algnmanl prooeounay) and m 1inal or
PArMANSNT ayeas. The vanance hokder wik re@in the records of Mese procedutes and Me resuls of &ll eSS A= raquired by 21 CFR 1002 31, A
copy of Ms varancs applicanan, |e Spprovel islter. current procadures, and recorts relanng m aach pamcylar Show wiil be with e operamr
or ofher reEpansible inavidual ang win be made avaliebie for speaion by FDA ana other rasponaibie 8uhanbes.
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=

h Agvance witten notification Wil be M&Ce a3 earty &3 POEDIe o Bppropriamw federal, $1ats, and (ocs! suthorities providing show iENeRary Wit

states and acarians ciesny and compistely idemfled, and g basic Cescripion of e propesad effects INCIueng a sitamant of the MRXIMUM

POmE! ytpus ieneiedt. Such notficarions will be maas, but Net necassarily be unitaed, wx .

(1) The Cemer for Devicas and Radiological Hesim, Onles of Camplance (HFZ2-342). 2088 Galther Raaa, Rookville, MD 20850, provioing the
inial and ciosing Qams far fixad Inswalierions ana the Mnerary for moblie shows. [n atgian, uniess ail Aspects of each show have heen
reporigd Gnd ACCEESION NUMDE clealy refetuncad, 830 RoUce will IClute detalad dascripfians of aach show and a Iising of all eMacis ©
De perfoited In sufficiont astall o confirm campliance with e ragulations ahe Bils VaNance.

{2) Tha Fecam Aviaion Adminisgration (FAA) for any projactiane o 0Pen AIrspace ar any Nime fie, NOLANG Sar Up, SAVIGINS, ranalrsam,
pamfanmancas, eic ) If tha FAA objects 10 ahy lasar eftects, Tha objsctions will ba resoived and afty cohdions requastad by FAA will be
adneved 10, If hess conditons cannu D8 Met, The objecrionabie wiil be agiowsd kom MB GNOw

(9) Saxs and local maalion control officaa/agencias for all shows to be performad withh el WNEgiciand. Ajl requirements of state ana Incal
law will e salisfea ana ohjecfons ralssd Py lucal suthorities will De resolved of e eNecYs daletod. (A kst of fadara/ and s officas &g

AvalGDR? fram e Cantar for Deyicas and AMoEgCIl HEIAP upan nguess? )

14. HEMARKS

I, christopber L Havris « (L personall, setuf and purc
every show done by Lasen Techknetics wndeyr th)s vavialeg,
T om o axﬂe—miepceui (aser +teck, ‘clan ald Letd a Afe?rf-f—
n Lases Electre—0ptics. T belieuc by €xfleresce and
knowledge jn +hjs field w il cpable me to perfeorre a
eective qad mos+ st all safe shows

CERTIFICATION
1 CERTIFY thar ail of e above infomanon and sISIMEnt are Tue, COMPATE, and comed) o tha pest of knowiedge and asowledgs that
mvmwewlzanmmaybedmedamymmmynammnmuwlmmmhmmm%u. misieading of tncamect iy any
malefal way. | hive unmiled any will submit all reports Fequired Dy 21 CFR 1002,10 and 1002.11 on e aser oquipment ang show(s), |
tumcrn-nmmnd that | mey e raquired Ry regulafion of by Ma Dimcor, Center kv Devines and Radioiogical Heam, o Supply Such omer

18. NAME _(ijaerr) . {17 TIME
Christepber L Horvis Bu nen
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Public reporting burden for dhis collection of informaros js esdmaxd to average .5 hours per ssponsc, elnding te dme
for revicwing wmsouclions, searching existing dam sowves, gathcrigg nad maingining the dam peoded, and completng
revicwing the colloriog of informansn. Serd cozmments regarding this barden esumute or 3oy other aspect of this callectinn af
informarnn, inchiding snggesnons for reducmg this basden 10:

DHHS Reparts Clearaace Officor

Pupcrwark Reduction Project 0910-0028

Huberk H. Humphrey Building, Room 531-H <~ Plaase DO NOT RETURN this applicarion m this address.

200 Independenre Avenne, SW.
Wazkington, DC 20201

An agency may not condust or sponsor, amd a person i> nol required 1w rexpond to. a collecrian of informarian wnlesy o displays
a curranily valid OMB conirol number.
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